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STATE OF LOUISIANA Gene Therapy 08/09 EB @
PARISH OF EAST BATON ROUGE

GENE THERAPY RESEARCH PROJECT

COOPERATIVE ENDEAVOR AGREEMENT

THIS COOPERATIVE ENDEAVOR AGREEMENT made and entered into this 1¥ day of
July, 2008, by and between the LOUISIANA BOARD OF REGENTS of the State of Louisiana
officially domiciled at Baton Rouge, Louisiana 70804, hereinafier referred to as "Regents,” and
LOUISIANA GENE THERAPY RESEARCH CONSORTIUM, INC,, officially domiciled at
Now Orleans, Louisiana, hercinafter referred to as "Consortium".

WITNESSETH:

WHEREAS, Article VII, Section 14(c) of the Constitution of the State of Louisiana
provides that “for a public purpose, the state and its political subdivisions...may engage in
cooperative endeavors with cach other, with the United Statcs or its agencies, or with any public or
private association, corporation, or individual,”

WIHEREAS, funds for this Cooperative Endeavor Agrecment were appropriated by the
Legislature in Act 19 of the 2008 Regular Scssion to the Regents for support of the gene therapy
research initiative;

WHEREAS, the agency desires to cooperate with the Consortium in the implementation of
the Project as hercinafter provided;

WHEREAS, the State, thc Rcegents, and the Consortium jointly desire to continue
supporting the genc therapy rescarch initiative and nationally recognized genc therapy research,
which will develop, support, leverage and expand gone therapy medical research throughout
Louisiana and create a critical mass of scientists, state-of-the-art laboratories and research

equipment in Louisiana, which will attract millions of dollars of rcscarch grants from sources
outside Louisiana;

WHEREAS, gene therapy rescarch will revolutionize medicine in the coming decades and
as a result of this research, the health and the health care options of all of the people of Louisiana
will improve based upon the advances in gene therapy by Louisiana scientists;

WHEREAS, from the advances of the basic science of gene therapy, incentives that anse
will lead to the formation of ncw start-up companics and larger pharmaceutical and biotcchnology
companies will capitalize on the intellectual property and resources of these startup companies and
create a durable and substantial economic impact on Louisiana;
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WIHEREAS, the natural outgrowth of an active and aggressive rescarch cffort in gene
therapy will be the establishment of a new, stable and high-wage industry within Louisiana;

NOW, THEREFQRE, for and in consideration of the mutual covenants hercin contained,
the parties hereto agree as follows:

Regents and the Consortium agree to procced with all services necessary to the
performance in proper secquence and in the time specified, of all items of the work for the project
as hercinafter sct forth and as more specifically outlined and detailed in the Scope of Scrvices.

PROJECT IDENTIYY

This Cooperative Endeavor Agreement will be identified as the Gene Therapy Research
Project with the Cooperative Lndcavor Agreement number as set forth above. All
cortespondence submitted to Regents in connection with this apreement shall be identified by
this Cooperative Endeavor Agreement numbcr.

AGREEMENT TERM

The term for the fulfillment of services to be performcd pursuant to this Coopcrative
Endcavor Agreement shall be from July 1, 2008, through June 30, 5011,

This Cooperative Endeavor Agreement ferm is subject to and contingent upon:

Availability of state funds from the Legislature provided to the Regents for Gene Therapy.
The Consortium making satisfactory progress toward achieving the goals and objectives of
this Cooperative Endcavor Agreement. Satisfactory progress shall be determined from the

information provided to the Regents as stipulated in the Deliverables Scction of this
Agreement.

>

SCOPE OF SERVICES

The Consortium shall provide for a committed, active, statewide partnership of academic
institutions, governmental agencies, and the business community, in suppert of cfforis o establish
Lowsiana as a premicr site for genctics rescarch and related commercial development. The
Consortium will scck to expand and enhance gene therapy research, provide job, carcer, and
business opportunities within the ficlds of genclics research, gene therapy technologics and
clintcal applications, and support the development of a meaningful gene therapy research scctor
within the Louisiana economy.
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GOALS AND OBJECTIVES

The Goals and Objcctives of this Cooperative Endeavor are;

Lstablish the Consortium as a national and intemational leader in research on ncw
therapies of important human diseases using genes, gene delivery, and adult stem cells.
Create a critical mags of researchers, external grant funding, cutting-cdge pre-clinical and
clinical rescarch, and rescarch infrastructure through cffective collaboration of the
Consortium mcmbers. .

Enhance the development of the biotechnology sector and increase the level of
biotechnology sector cmployment in the Louisiana economy.

Scrve as an educational and information resource for the statc on gene and adult stem cell
therapies.

DELIVERABLES

The Consortium shall:

Assist its member institutions to securc facully, support staff and research infrastructure
which will result in growth of research grants, publications and collaborations.

Attract business interests and development within the gene research and therapy and
biotechnology sectors of the economy though the development of geve rescarch capability
and expertisc. _

Support efforts of member institutions to further infegrate genetics rescarch and training
into their curriculums and provide opportunities for general education efforts on behalf of
genetics and gene research, '

Provide a comprehensive annual budget for the appropriated funding, attached hereto as
Exhibit “A™ which supports the goals -and objectives, and including measures of
performance, attached hercto as Exhibit “B” and as approved by the Regents Project
Director. :

Provide scmi-annual written reports to thc Board of Regents on activities,
aceomplishments, and performances of the Gene Therapy Research Project consistent with
the scope of scrvices for the project and the goals and objoctives specified herein. These
reports shall review and accepted by the Regents Project Divector.

Maintain a system of accounting and financial controls adequate 10 assure the availability

and accuracy of cost and financial records and in accordance with generally accepted
accounting principles.

MONITORING PLAN

The Contract Monitor and Regents” Project Director for the Gene Therapy Project for this |

Cooperative Endeavor is Donald J. Vandal, Board of Regents Deputy Commissioner for Finance
and Administration. He will consult at least quarterly with the key personnel of the Consortium
to review activities and progress toward Consortium goals and objectives.

4004/025
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The Contract Monitor will revicw the semi-annual written reports, assess the performance
of the Consortium, and advise their performance to the Regents

KEY PERSONNEL

The Consortium will designate Dr. Sandra Roerig and Dr. Alan Miller as the Project Co-
Dircctors for this Agrecment and, as such, will be responsible for insuring the work ta be
performed on this Cooperative Endeavor Agreement. The Consortium shall not replace them
without the prior written approval of the Regents Project Director. The Consortium Project Co-
Directors may dclegate their responsibility to Mr. Steve Moye, President & CEO of the
Consortium.

COMPENSATION

Regents agrees to pay and Consortium agrees to accept pursuant to this Cooperative
Endeavor Agreement an amount not to cxceed a total of THREE MILLION SIXTY SIX
THOUSAND, TWO HUNDRED FOURTEEN ($3,066,214.00) DOLLARS AND NO/100,
funded by Act 19 of the 2008 Legislature for the Gene Therapy Rescarch Project. Regents will
pay to Consortiurn in subsequent ycar’s amounts appropriated by the Legislature to Regents for
support of the Gene Therapy Initiative.

This cooperative cndeavor agrecement or any subsequent amendment 1o this cooperative
endeavor agreement is not cffective until approved by the Director of the Office of Contractual
Review in accordance with La R.S. 39:1502,

PAYMENTS
Payments totaling $3,066,214 by Regents to the Consortium for the fiscal year

commencing July 1, 2008, under the terms of this Cooperative Endeavor Agreement shall be made
upon submission of invoices by the Consortium to Regents in accordance with the following

schedule:

Payment Numbcr Payment Date Payment Amount Initials (for BOR use)
Payment 1 Upon cxecution of agreement  $766,554

Payment 2 QOctober 1, 2008 $766,554

Payment 3 January 1, 2009 $766,554

Paynient 4 April 1, 2009 $766,552

— v

No State funds provided pursuant to this agreement shall be paid for any one project in
excess of the amount stated in the Comprehensive Budget attached as Fxhibit A, without the prior
written consent of the Regents’ Contract Monitor,

For each additional fiscal year during the term of this Cooperative Endcavor Agreement,
quartcrly disbursements shall be made based upon appropriations from the legislature.
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A final financial repott of all activities and expenditures shall be submitted to Regents
within 60 days of termination of this Cooperative Endeavor Agreement.

EXPENDITURES OF FUNDS

The funds shall be expended for the purposes sct forth in the Scope of Services and in
accordance with the administration budget submitted to Regents. The Consortium shall be entitled
to amend the submitied administration budget uwpon written notification to Regents. Any

amendment to the budget excceding ten (10%) percent of the annual appropriation shall require
the consent of the Regents Project Director.

The funds designated for fulfillment of services to be performed under the terms of this
Cooperative Endeavor Agrecment shall be expended or encumbered by the end of the Cooperative
Endeavor Agreement term. All fund unobligated as of the termination of this Agreement shall be
returned (o Regents unless specifically approved by Regents and the Division of Administration.

ALLOWABLE COSTS

Allowable costs under this project shall be determined in accordance with the provisions of

LSA-R.A. 39:1521, incorporated hercin by reference, and in accordance with other applicable
state laws. -

PUBLIC LIABILITY

The Consortium shall indemnify and hold Regents harmless against any and all claims,
demands, suits, and judgments of the sums of money to any party for loss of life or injury or
damage¢ to person or property growing out of, resulting from, or by reason of, any negligent act or
omission, operation or work of the Consortium or its employces while engaged upon or in
connection with the services required or performed by the Consortium herounder.

ASSIGNABILITY

The Consortium shall not assign any interest in this Cooperative Endeavor Agreement and
shall not transfer any interest in the same (whether by assignment or novation), without the written
conscnt of Regents thereto; provided, however, that all claims under this cooperative Endeavor
Agreernent may be assigned to-its bank, trust company, or other financial institution with such

approval. Notice of any such assignment or transfer shall be furnished promptly to Regents and the
Dircetor of the Office of Contractual Review.

L ¥]
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SUCCESSORS AND ASSIGNS

The Cooperative Endeavor Agreemcent shall be binding upon the suceessors and assigns
of the respective parties hereto.

CLAIMS FOR LIENS

The Consortium shall be solely liablc for and shall hold Regents harmless from any and all
claims or liens for labor, services, or matorials furnished to the Consortium in cannection with the
performance of its obligations under this Cooperative Endeavor Agreement.

COMPLIANCE WITH LAWS

The Consortium agrecs to comply with all the applicable federal, state, and tocal laws and

ordinances, as shall all others employed by the same in carrying out the provisions of this
Cooperative Endeavor Agreement.

AUDITORS

The Regents, as well as the Legislative Auditor of the Statc of Lonisiana and the Office of
the Governor, Division of Administration shall be entitled to audit the books, documents, papers,

and records of the Consortium which are rcasonably related to this Cooperative Endeavor
Agreement.

The Consortium shall maintain all books, documents, papers, accounting rccords, and
other evidence pertaining to costs incurred, and shall make such materials available al all
reasonable times during the Cooperative Endeavor Agreement period and three (3) years from the
final date of thc Cooperative Endeavor Agreement term, as stipulated in the Agreement Term
scction of this agreement, for inspection by the Regents, the Legislative Auditor of the State of

- Louisiana, and the Office of the Governor, Division of Administration. Copies thereof shall be
furnished if requested.

The Consortium shall be accountable for the expenditure of the appropriated funds
‘ provided by this Cooperative Endcavor Agreement, Any disallowed cxpenditures pursuant to a

ruling through audit exception or some other appropriate means will be returned by the
Consortium thru Regents to the State.

PAYMENT OF TAXES

The Consortium shall be responsible for payment of all taxes for funds received {rom this
Cooperative Endeavor Agreement under IRS Number 7241470887,
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TERMINATION FOR.CONVENIENCE OR CAUSE

This Cooperative Endeavor Agreement may be terminated at any time for any reason with
the writtcn consent of both parties, This Cooperative Endcavor Agrecment may also be
terminated by Regents upon thirty (30) days written notice. The Consortium shall be entitied to

. payment for deliverable in progress, to the extent work has been performed satisfactorily.

The Regents may terminate this agreement for cauge based upon the failure of Consortium
1o comply with the terms and/or conditions of the contract; provided that the Regents shall give
Consortium written notice specifying Consortium’s failure. If within thirty (30) days after receipt
of such notice, Consortium shall not have cither corrected such failure or, in the case which cannot
be corrected in thirty (30) days, begun in good faith to correct said failure and thereafier procecded
diligently 1o complete such correction, then the Regents may, at its option, place Consortium in
default and the agreement shall terminate on the date specified in such notice. Consortium may
cxercisc any rights avatlable to it under Louisiana law to terminate for cause upon the failure of
the Regents to comply with the terms and conditions of this contract; provided that Consortium
shall give the Regeats written notice specifying the Regents’ fatlure and a reasonable opportunity
for the Regents to cure the defect.

In the cvent of termination at any time for any rcason and subject to any proprietary rights
of any third parties, copies of all finished or unfinished documents, data, studics, surveys,
drawings, maps, models, photographs, reports, and other preparcd materials developed with these
state funds shall be provided to Regents, upon written request. The Consortium shali return all
payments madc lcss allowable costs incurred to the date of termination, including any nen-
cancellable commitments. ‘

OWNERSHIP

All records, reports, documents and other matetial delivered or transmitted to the
Consortium by the State shall remain the property of the State, and shall be returned by the
Consortium to the State, at the Consortium’s expense, at termination or expiration of this
agreement. All records, reports, documents, or other material related to this agreement and/or
obtained or prepared by the Consortium in connection with performance of the services contracted
for herein shall become the property of the State, and shall, upon request, be returned by the
Consortium to the State at the Consortium’s cxpense at termination or expiration of this
agreement.

FISCAL FUNDING

The continuation of this agreement is contingent upon the appropriation by the Legislature
of funds to fulfill the requircments of this agrecment. If the Legislature fails to appropriate
sufficient monics to provide for the continuation of the agreement, this agreement shall terminate
on the date of the beginning of the first fiscal year for which funds arc not appropriated.

08/ 025
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Additionally, i such appropriation is reduced by veto of the Governor or by any means provided
in the Appropriations Act 1o prevent the total appropriation for the year from excceding revenues
for that year, or for any other lawfu] purpose, and the cffect of such reduction would be to provide
insufficicnt or a lesser amount of monies for the continuation of the agreement in its original form,
then the Regent shall terminate this agreement or amend it to conform to the availability of funds
resulting from such action.

BIDS

The Consortium agrees, whenever practically possible, to solicit bids for the services,
materials and other expenses required to administer the projects outlined in this Agreement. The
Consortinm shall maintain a procurement file refative to the necessary acquisition of goods and
services. Any re-grants by the Consortium to other entitics or agencies will not require solicitation
bids. However, the re-grantee will be required to adhere to this solicitation requirement.

DISCRIMINATION CLAUSE

The Consortium hereby agrees to comply throughout the term of this Cooperative
Endeavor Agrecment with all applicable statc and federal laws and regulations including the
following: Title VI and VII of the Civil Rights Act of 1964, as amended by the Equal Opportunity
Act of 1972, lederal Executive Order 11246, the Federal Rehabilitation Act of 1973, as amended,
the Vietnam Era Veteran's Readjustment Assistance Act of 1974, Title IX of the Education
Amendments of 1972, the Age Discrimination Act of 1975, and the Amcricans with Disabilitics
Act of 1990. The Consortium further agrees not to discriminate in this employment practices, and
will render services under this Cooperative Endeavor Agreement without regard to race, color,
rcligion, scx, national, origin, vetcran's status, political affiliation, disabilities, or sexual
oricntation. By signing this Cooperative Endeavor Agrecment, the signatories certify that the

Gene Therapy Resecarch Project is in compliance with all other applicable federal and state laws
and regulations.

Any act of discrimination corsmitted by the Consortium, or failure to comply with these

statutory obligations when applicable, shall be grounds for termination of this Cooperative
Eundeavor Apteement.

DIRECT APPROPRIATION CLAUSE

The Consortium acknowledges that this contract is funded wholly or in part with a specific
appropriation added in the exccutive budget process. The Consortium agrees this specific
appropriation is not a part of State annual budgel request or normal operating budget. As such, the
Consortium further agrees that Regents is not responsibie for requesting this specific appropriation
in the future. The Consortium acknawledges that requesting future funding is the responsibility of
the Consortium. Additionaily, the Consortium acknowledges that the funding for this contract is

subjeet to legislative or executive changes such as mid-year budget reductions ordered by the
Govemor.
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AMENDMENTS

No amendment (e.g., changes in total funds altocated or duration of the agreement) shall
be cffective unless it is in writing, signed by duly authorized representatives of bath partics

Additionally, requests to amend the termination date of this agreement must be received by
Regents at icast nincty (90} days prior 1o the termination datc of the original Cooperative
Endeavor Agreement, or the most recent amendment 1o this agreement, whichever 1s appropriate.
Requests for amendments (e.g., in duration or to change the Project Dircctor) must be submitted
separately from any other required reports.

REGENTS AND THE CONSCRTIUM REPRESENT THAT THIS COOPERATIVE
ENDEAVOR AGREEMENT SUPERSEDES ALL PROPOSALS, ORAL AND WRITTEN, ALL
PREVIOUS CONTRACTS, AGREEMENTS, NEGOTIATIONS, AND ALL OTHER
COMMUICATIONS BETWEEN THE PARTIES WITH RESPECT TO THE SURBIJECT
MATTER HEREOF.

IN WITNESS WHEREOF, the parties hereto have executed this Amendment as of the day
and year first above writlen.

WITNESSES: Louisiana Gene Therapy Rescarch

Consortium, In
By: /D@

étevc Moye! Presiden;E CEO

_ ! '_ |
NES$ES: : Louisiana Board of Regents
&"‘Q&& AOMBI- < Ll Vol

DonaldT. Vandal, }’mj;:t/l:iz:a'rr
WW@W\Q’ By: (/ X
’ Dr. C .

/
lausen ommissione1 {
Higher Education

APBROw gD

i A Governor
bty e Office of the eview
ATRN AN Y ?m—m | office ofcontractua R

b redfs -}4;1'09

BIRECTOR
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EXRIBIT “A”
COMPREHENSIVE BUDGET

Research Programs

LSUHSC Tulane LSUHSC  Education Central Total
NO HSC Shreveport  Program Admin £ GTRC
SQURCES OF FUNDS
State Grant - Operating 805,638 774,474 581,384 95,087 399,731 2,666,214
State Grant - Collaboration 133,334 133,333 133,333 - - 400,000

TOTAL SOURCES OF FUNDS 938,872 907,807 . 724,717 95,087 399,731 3,066,214

USES OF FUNDS
© Salaries & Related ,

Expenses . - - 435102 749,272 572185 54,914 205695 2,017,169
Professional Services 145,000 10,000 15,000 - 50,000 220,000
‘Operating Services - - - 37,000 4,35¢ 32,000 73,350
Supplies . 267,769 148,535 92,5832 2,823 21,000 532,659
Travel & Meatings 3,000 - 8,000 3,800 25,000 39,800
Other Charges : 88,000 - - 29,200 41,036 158,236
- EquipmentfAcquisitions 25,000 25,000
_JOTALUSESOFFUNDS __ . $035871 $907807 § 724717 $95 399,731 $3.066.214
NET SOURCES/USES O
FUNDS ) . “ - - - - -

10
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EXHIBIT “B”

LGTRC PERFORMANCE MEASURES

Numbers of faculty and staff employed through Consortium cfforts

Numbers of publications and presentations

{nerease in external funding for research

Numbers of research projects

Numbers of Pre-Clinical and Clinical Trials

Numbers of patent applications

Numbcrs of start-up companies

Number of educational initiatives (i.e., workshops, internships, seminars, public forums)

The following pages lists annual performance measutos for the LGTRC components

11
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LSUHSC-NEW ORLEANS
Goals & Objectives

. To develop the Program into an international leader in the development of preventives and therapies for
human disease based on gene delivery

Il. Toenhance the development of the bictechnology sector in Louisiana

. To create knowledge-based jobs and provide an information and educational resource Loulslana's citizens

i Goale i
Increaso critical mass of
cutting-edge pre-clinical and
clintcal research

Increase critital mass of
cutting-edge pro-clinical and
clinicat research {cont.)

Devclop industrial/bictech
linkages

Dovelopment and Expansion
of Core and Speclalist
Laboratory Facilities

‘Recruit one new Facully [Asst or Assoc

Prof) with axpertise in translational
research

Faculty Development

Developiment of intra-Program and intra-
Institutional transiational rasearch
towards clinical trials

Continue o enhance research
collaborations with LGTRC partner
institutions

Continue to enhance research
collaborations with non-Consaortium
institutions

Continue to oblain external (Federsl)

funding to suppost pre-ciinical and
ciinical research programs

Enhance research collaborations with
industry

Expand use of Core facilities

Exhibii 82

New faculty member in place

Held Program scientific retreat/meeting;
continyed enhancement of in-house
seminar program; award of 2 intramural
clirical research pilot grants; intramural
funding for graduate student support.

2 intramuralfclinical research grants
projects underway, compete for 2 LSUHSC
inslitutional translational research awards;
submit 2 new collaborative grants to
Fedaral (NIH) and/or State funding
agencies; develop linkages with CTSE or
equivalent in New Oreans.

Development of new collaborative projects
with Consortium partners; submissien of 1
new collaborative Project Grant; annuai
scientific meeting of consortium partners;
davelopment of shared seminar program
with LSU-S through video conferencing,

Development of 1 new coliaborative project
with non-Consortium institutions.

At least 1 new Federa! award, submission
of 5 new axternal grant applications.

At least 1 industry-sponsored research
project, at lgast 1 patent submission.

Increased use of Cores by Consortium

pariners: non-Consoriium researchers and
industry (recharge).

@013/025
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Educational Activities and
Service to Commutnity

Development of BSL-3 ¢ontainment
faciity for GT projects involving class 3
restricted pathogens

Faculty contribution to courses, lectures
and tutorials in Medicine, Microbiclogy &
tmmunclogy, Genetics

Graduate student training

Postgraduate training
Facully contribution to scientific

community at National level

Qutreach

Exhigit B3

BSL3J facility funclional for pre-clinicat

" development of GTivaccine development

projects requiring BSL 3 lavel containment.

Development and prasentation of course
*Molecular Medicine and Disease” to
graduate siudents and MD fellows; Faculty
presantation of at least 10 hours of
instruction in classes ih medicine and basic
scicnce departments.

Faculty training of at least 5 graduate
(PhD) students.

Faculty training of atieast b postdocs,

Service on at least 2 NIH Study Seclions;
poer review multiple scientific articles for
learmed journals.

Faculty treining of 2 summer students
{undergraduate or high school level).

G014/025
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LSUHSC-NEW ORLEANS COLLARORATIVE PROJECTS

Lxpand the gene therapy rescarch program at LSUHSC-New Orleans to initiate and maintain
collaborative projects with the other Consortiut institutions.

Develop Research Collaborations Initinic Joint Research Projects with  Provide seed flinding for at least 1 new
Between Consortiuom Pariner Tulane University HSC and collaborative project
Institutions LSUHSC-Shreveport

Support graduate students and/or postdocs
through collaborative projects

At tzast 2 rescarch abstracts andfor publication
or prant subtnissions arising from collaborative
projects

Develap and plan annual LGTRC rescarch
function for FY 2009

Exhibil B4
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TULANE GENTER FOR GENE THERAPY
Goals and Objtctives

Make the Center a world leader in research on new therapies of important human diseases using genes and

. adult stem calls.
Il ingrease the number of knowledge-based jobs in Louisiana,
i1, Carry out educational programs on gane and adult stem cell therapies.
IV Addrass any social or ethical issues arising from gene and adult stem cell therapies.

I ’;,-,',:in
i

%

.'M Vo' et
Lol

VT el t ]

(RAGDRET A Sl Tt L)
‘Develop New Therapies
Preclinical

New methods for preparing, characterizing and
gene engineering adult stem cells (ASCs) from
human, non-human primate & rodent marrow.

Now methaods for measuring engrafment of ASCs
i animals,

Test effectiveness of ASCs in mousefrat models
tor:

Test effectivenass & toxicity of ASCs in non-
human primate as models for
Genatic discases of brain (Krabbe disease)

Prepara, and distribute standardized preparations
of ASCs for preciinical trials by other
investigations at other institutions in Louisiana,
ather states, & other countries

Exhibil BS

Two publications & 2
presentations at
international meetings.

One publications and 1
presentation at
intemational meetings.

Three publications and 3
presentations at
interational meetings.

Twa publications and 2
presentations at
international meetings,

Receive sbout $900.000 (O

as NIH grants

0167025
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-Outcorie Measurements
Explore collaborations for Phase | Clinical Trial
with ASC
Explore clinical potential of
using ASC in various diseases,
including renal, cardiac and
metahoiic diseases Prepare Intarin Repaort
Produce 10 custom
Begin production of ASCs in Pilot GMP facility preparations
Develop protocols for clinical trial with ASCs., Prepare IND application
Increase Jobs In Louisiana
Center Staff Recrult new Director and faculty. Replace staft Faculty of 7 and total staff
when necessary.
Add new aoademic
incroased Jabs Continue disoussions with biotech start-ups for agreements
clinicai trials.
Educational Programs
M.D. program Provide lectures & tutorials as requasted by Aboitt 4 lectures
Departments of Biochemistry, Microbiology,
Pharmacology, Genetics, and Medicine.
Ph.D. programs Graduate 2 Ph.D. students

Provide iectures, journal clubs and research
teaining for 10 graduate students per year.

Exhibit 58
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Postdactoral program

Technical staff

High school students,

{eachers, and members of
the community

Medical schoo! and
unjversity committees

External Services

Provide researsh training 1o 5 Ph.D and M.D.
graduates per year.

Provide training in research for 10 technical statf
each year.

Conduct tours of the Center with lectures by the
staff,

Faouity appear as requested for interviews on
television, radio, and press,

Service on comimittees for medical school
admission, graduate school admission, PhD,
theses, space allocation, animal care, human
expetimentation, and recruitment of faculty.

Membershin on NiH review committees, editorial
boards, and journal reviews.

Exhibit B?

Complete ttaining of 3
postdoctoral fellows.

Two tours
Five appearances
Faculty serve on 8

committees

Three NIt committees, 3
editorial boards, & 25
roviews of manuscripls.

@WuLs/vie
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TULANE UNIVERSITY COLLABORATIVE PROJECTS

Develop Research
Collaborations Between
Congortium Partirer Institutions

Continue Joint Research Prajects wilh
LSUHSC-New Orleans, LSUHSC-
Shreveport and 1.SU-Pennington, Baton
Rouge

Initiate new joint rescarch projects with
LSUHSC-New Orlcans, and LSUHSC-
Shreveport.

Exhibit B8

Expand the gene therapy research program at Tulane to initiate collaborative projects
with the other Consortium institutions.

With LSUHSC-NO:

Condimue Lentivirs collaborations with
LSUHSC-NO; namely, usc of novel lentivirus
veetors for MSC transduction, and cxploration
of thetapeutic uses of MSC in lung
inflammation. Continuc to manufacture,
characterize and provide adult stem cells for
colla

With LSDHSC.Shreveport:

Continue collaborations 1o isotate and culture
hamster stem cclls.  Continuc ischemia
reperfusion studies in liver. Continue
evaluation of canter model usmg MSC as viral
carricrs

Develop and plan annual LGTRC rescarch day
for FY 2009

WuLy/uza
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Develop Clinicgl Rescarch

Develop Basic Research

LSUNSC-Shreveport
Cioals & Objectives

I u20/02%

Expund the gene therapy research program m LSUHSC-Shrevepoit to be commensurate with progrums

< at ather Consontium institions.

Develop Clinical Research Cora Faeility

Develop intra-institutional translational
research iowards clinical trinls

Increase ressarch coliaborations with industry

Increase critleal mass

Develop new fheulty members

Expand intramural coliaborstions

Txpind collabormtions with other Consortium
Institutions

Develop industry ties

Tncrease extramural fitnding

Exhibit B9

Plan for operations of Clinfeal Research Unit
in LSUFISC-S Hospitat

Implement intramueal clinical ressarch grant
program.

Hold scientific retreat involving alt
Paculty/Rescarch Gronps; enhance in-house
Aeminar progrom

Submit collaborative grants 1o Federal (N1i)
and Statc funding agencics

Add one industry sponsored clinicol research
gene therapy trinl

Recruit one new faculty member

Provide grant writing expertise/suppont

Each new investigator expected to submit one
major extraraural geint

Provide onc intramural grant cmphasiziag
coliaboration among non GT members

Support and plan anoval mini-sympokiom

Develop at feast one new coflaborative project
ench with Tulane and LSUJHSC-NO

Provide seed fundimg for new collaborative
projects

Develop and plan annual LAGTRC rescarch
day for FY 2009

Add one new industry collaboration

Each unfunded investigator expected to
submit onc major extranmuyml grant
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Leverago with BRF to provide seed funding
for new imaging projects

Develop wse of microPET/SPECTICY system

Prowide GT research seminars for
Departments to advertise core Tacility

Comnercialize intellectual Move GT technology currently being Continue to commerciatize intelicctanl
property reseasched (o ndustry propeely

Exhiblt B10
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[SUHSC-Shrevcporll
Collaborative Projects

Expand the gene therapy research program at LSUHSC.Shrevepon to be commensurate
with programs at other Consortium institutions.

L
:i‘%r{‘&

i)

Develop Basic Rescarch Collaborations Initiate Joint Research Projects with Provide seed fupding for new
Between LSUNISC-S and Qther Member Tulane University HSC and LSUHSC-  collaborative projeets
Institutions New Orleans

Submit one sciemific abstract
from cach collaborative
project 16 a major scientific
meeting

Support onc graduatc student
for cach new collaborative
project

Develop and plan annual
LGTRC research day for FY
2009 |

Submit onc manuscript from
each collaborative project to o
scientific jowrnal

Exhibit 811
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Fducation Goals & Ohjestives

4

Objectives: To develop the Program into an international leader in the development of educutiona) matcrial about buman gene delivery
To enhance the development of the biotechnology sector in Lonisiane
To provide an information and educational resources for the citizens of Lovisiana

Goals and Actions

Suppart Louixiana students with opportunity ta participate in
gene thernpy resenrch

P'rovide students with an oppostunity to participate in rescarch
and 10 expand their concepts of scientists

Conduct an in-zerviee high school teacher workshop

Provide education on pene therapy through hiph school ‘
teachets in their ctassroom instruction

Provide high schoeol outreach program for students
throughout the state

_Tench students sboul genstics, eancer and pens therapics

Provide students with bands on lab retivities (PCR) related to
genetics and gene therapy

Increase outreach to underrepresented minofity schools i both
rurn] and vrban arens

Work with community group 1o: provide afier school selence
club at New QOrlcans High Schools

Ferformance Tndicators

Conduct a summes rescarch project under the suporvision of a gene

therapy researcher

Present results at the end of the summer ot a forumn hosted for all
the students and mentors

Follow up cvaluation on those teachers whe participated to
determine the impact this new information has on their teaching

Participating tcachers will identify students who arc interested in
research experiences

Pre and post expetience evaluations of stadents

Performance on the Advanced Placement Biology National exom

Tracking of minority studont participants’ sarcer choices and
cmployment

Track coreer course of student participants

Exhibit B12

1g)023/025



1071672003 FKL 10319 FAR 9024/025

Conduct p community college faculty workshop on gene therapy and stem celly

Teach faculty about the Iatest advancements in gonctics, gene Pre and post evaluation of knowledge, attitudes and practices
therapy and stem cell reseasch amnong college faculty

Make college feulty aware of the variety of research Follow up asseasment of how facully use the infonnation in their
opportunitics avnilable for students classroom teaching

Pravide faeuly with information on career opporfunities for Act 25 point of contaet for graduate students for employment and
students educationn] opportunitics

Wark with Delgado Community Collepe on their resenrch ‘Track employment choices and provide apprenticeship

support stafl waining program opportunitics to graduntes of the program,

Exhibit 813
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